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2a )□ This action is FINAL. 2b)|3 This action is non-final. 
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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including tine fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
01/03/2008 has been entered. 

The amendments to the claims filed 09/18/2007 has been entered, claims 1-3, 5- 
21 and 23-36 are pending, previously claims 13-14 and 31-32 have been withdrawn. 
Any rejection from the previous office action not addressed below has been withdrawn. 

The terminal disclaimer filed on 09/18/2007 disclaiming the terminal portion of 
any patent granted on this application which has been reviewed and is accepted. The 
terminal disclaimer has been recorded. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification sliall contain a written description of tlie invention, and of the manner and process of 
malting and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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Applicant's arguments, see Applicant Arguments/Remarks Made in an 
Amendment, filed 09/18/2007, with respect to claims 15 and 33 have been fully 
considered and are persuasive. The rejection of claims 15 and 33 has been withdrawn. 

Claims 1-3,5-12,15-21,23-30,33-36 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. Specifically claims 1 and 
19 recite that the hydrolyzed poly(lactic acid) PLA or the block copolymer have two 
terminal hydroxyl groups. The examiner could find no support within the specification for 
this new limitation. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 

States. 

Claims 1-3,5-12 and 15-21, 23-30 and 33-36 are rejected under 35 U.S.C. 102(b) 
as being anticipated by Yang et al. (US 6,258,121 B1 , cited previously) and the 
teachings of Kim et al (US 5,548,035, cited previously) incorporated by reference. 

Yang teaches a stent having a polymeric coating for controllably releasing an 
included active agent, the coating comprises polymeric materials and blends thereof 
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selected from polymers such as polycaprolactone (PCL), polyhydroxybutyrate (PHB), 
poly(lactide-co-glycolide) and preferably PLA-PEO copolymer for example. See 
abstract, col 4 lin 4-22. Regarding the limitation that the PI_A-PEO copolymer is a 
triblock, Yang incorporates by reference the PLA-PEO copolymers of Kim et al (US 
5,548,035) who teaches the use of PLA-PEO-PLA blocks. See col 5 lin 5-7. Kim's 
copolymers also meet applicants claimed integer range for n and m in claims 10, 12, 28 
and 30. Regarding applicants limitations for the MW of the hydrolyzed polymer, Yang 
incorporates by reference the PLA-PEO copolymers of Kim who teaches the length of 
the PLA polymers can be from 20-500, it is inherent that within this broad range 
applicants claimed MW range is met, for instance a PLA polymer with 20 monomer units 
would have a MW -1400-1500, 200 monomer units would be -14,000-15,000. 
Regarding the limitations that PLA is hydrolyzed, this limitation does not give the claim 
any patentable distinction from Yang. By further processing the copolymers by 
hydrolysis applicants are essentially shortening the PLA segments by degrading them, 
therefore the copolymers will essentially have a range of different sized PLA units. This 
is not seen as being patentably distinct from Yang's copolymers synthesized by 
coupling PEG to PLA, in which PLA if synthesized or purchased from a commercial 
source will have numerous lengths with varying molecular weights, therefore the 
additional treatment claimed by applicants does not give the claim any patentable 
distinction from the Yang reference. Both methods to make the copolymer would 
essentially result in PLA blocks of varying lengths, therefore the claimed invention is the 
same because the claims are to a medical article not the method to process the PLA 
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polymers. Regarding tlie new limitation that the PLA polymer or a block-copolymer 
would have two hydroxyl terminal groups, Yang teaches the use of PLA-PEO 
copolymers, the end terminus of this block copolymer will contain two hydroxyl groups. 
For instance PLA H-(-0CH(CH3)-C0-)n-0H would react by condensation with PEO H-(- 
OCH2CH20-)n-H to form PLA-PEG, H-(-OCH(CH3)-CO-)n-(-OCH2CH20-)n-H, note the 
copolymer has two terminal hydroxyl groups. Furthermore it is noted by the examiner 
that any PLA polymer can be considered to have two terminal hydroxyl groups since 
PLA is H-(-0CH(CH3)-C0-)n-0H, note there are two hydroxyl functional groups present 
on the ends of the polymer. 

Response to Arguments 

Applicant's arguments filed 09/18/2007 have been fully considered but they are 
not persuasive. Applicants assert that Yang does not teach a hydrolyzed PLA that has 
two terminal hydroxyl groups. 

The relevance of this assertion is unclear. The reasoning for why Yang still 
anticipates applicants claimed hydroxyl terminated PLA is recited above and 
incorporated herein. The PLA-PEO copolymers of Yang have two hydroxyl end units, 
therefore applicants limitations are met. 

Claim Rejections - 35 USC § 103 



The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or deschbed as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claims 1-3,5-12,15-21,23-30 and 33-36 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Yang et al. (US 6,258,121 B1 , cited previously) in view of 
Okada et al. (US 6,1 13,943, cited previously). 

Yang is disclosed above. 

As noted above Yang does not disclose a hydrolyzing treatment of the PEO-PLA 
copolymers to be incorporated into the stent coating, however this limitation does not 
make the claims patentably distinct from Yang. By further processing the copolymers by 
hydrolysis applicants are essentially shortening the PLA segments by degrading them, 
therefore the copolymers will essentially have a range of different sized PLA units. This 
is not seen as being patentably distinct from Yang's copolymers synthesized by 
coupling PEG to PI_A, in which PLA if synthesized or purchased from a commercial 
source will have numerous lengths with varying molecular weights, therefore the 
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additional treatment claimed by applicants does not give the claim any patentable 
distinction from the Yang reference. However if the claims are read so that the limitation 
of a hydrolyzed PLA polymer is part of the method for fabricating the medical article, the 
limitation as disclosed below would still be obvious. 

Okada is used only for the disclosure within that it was advantageous to 
hydrolyze a polylactic acid for sustained release preparations. The disclosed advantage 
was that the hydrolyzed lactic acid provided a sustained release preparation with a 
small initial burst of active ingredient, this is in contrast to polylactic acid formed from 
ring-opening polymerization in which the sustained release provided a large initial burst. 
The skilled artisan could foresee from the disclosures of Yang and Okada that PLA- 
PEG-PLA copolymers would also be susceptible to a hydrolyzing step, this is obviously 
so because PLA block is the same thus one would expect the same effect upon 
hydrolysis. 

It would have been prime facie obvious to a person of ordinary skill in the art at 
the time the claimed invention was made to combine the art described in the documents 
above because Yang discloses all of applicants claimed invention except a hydrolyzing 
treatment processing step of the PEO-PLA copolymers of the stent coating, while 
Okada disclosed hydrolyzed PLA was already known In the art at the time of the 
invention. The motivation to combine the above documents would be to provide a 
coated stent with a block copolymer comprising hydrolyzed PLA that would provide a 
sustained release of a bioactive agent. The advantage of such a stent coating would be 
that the hydrolyzed lactic acid would provide a sustained release with a small initial 
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burst of active ingredient. Thus, the claimed invention, taken as a whole was prima facie 
obvious over the combined teachings of the prior art. 



Conclusion 

No claims are allowed. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to James W. Rogers, Ph.D. 
whose telephone number is (571) 272-7838. The examiner can normally be reached on 
9:30-6:00, M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 
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